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QUALITY OF LIFE + HEALTH ECONOMICS STUDY 

1. About your questionnaires

As well as looking at the effect different treatments have on your cancer we think it is equally important to find out how you feel when you are having your treatment and after your treatment has finished.  Therefore, we are asking you to complete some questionnaires that are designed to find out more about your physical and emotional feelings while you are on the trial.  

These questionnaires ask you how you have been feeling during the past week and are designed to assess your day-to-day well-being, as well as any side-effects you may be experiencing. We will also ask if you have required any additional medications, or visits to your hospital or GP.  Your questionnaires will be sent directly to the MRC Clinical Trials Unit where they will be treated in confidence and analysed together with questionnaires from patients in other hospitals. Your study doctor should not see the questionnaires once you have filled them in. This is to ensure that you are not influenced by what you think your study doctor may think about your responses. However, it is important that you report any concerns to your study doctor or research nurse.

We ask about a wide range of symptoms as the questionnaires are designed for use in many different areas of research, and may also be used to evaluate the impact of the newer treatments on the cost of health care in the UK. 

2. Completing the questionnaires

If possible, you should complete the questionnaires on your own. Please make sure the correct date is written at the top of the questionnaire before you start. Try to answer all the questions but do not spend too much time thinking about each answer, as your first response is likely to be more accurate. If a question is not applicable to you, please write “not applicable” or “N/A” instead, but please do not leave any answers blank.

When you attend hospital for the first time, you will be asked to complete a questionnaire. We would like you to complete further questionnaires when you come to the hospital for an assessment at 6, 12 18 and 24 weeks after you enter the trial. Then, every 3 months until 2 years every 6 months until 5 years and annually thereafter. If you are not given a questionnaire to complete, please remind your doctor. You can, of course, decline to complete a questionnaire at any time without affecting your relationship with your doctor or your participation in the trial.

Translational Sub-studies

Each person’s genetic make up influences the way they respond to any medical treatment, how well it works and what side effects occur.  In order to carry out molecular genetic sub-studies, we would like you to donate a sample of your blood at randomisation and give permission for your tissue sample taken at the time of your diagnosis to be used in the future.  These samples are entirely voluntary.  

This research may involve the analysis of components of your blood and tissue samples such as DNA or proteins.  We would like to see whether certain genes are associated either with certain side effects or with beneficial results from the drugs we are using in this study.  This research may help to predict which patients will benefit most from future treatments.

1. Blood Samples

We would like to ask you to donate a droplet of your blood which will be stored for future use either locally in the collecting hospital or at University College London. It is particularly useful for researchers to have access to blood samples from patients who have your type of cancer. These samples will be used to research the causes of prostate cancer and the way in which prostate cancer can respond to different treatments.

2. Tissue samples

At the time your disease was diagnosed, tissue samples (biopsy or TURP) were taken and analysed in the pathology laboratory at your local hospital. We should like your permission to use some of this stored material for further studies on the causes and nature of prostate cancer.

1. Bone Mineral Density Sub-Study

Hormone therapy reduces body testosterone levels and this may weaken your bones.  This effect is known as osteoporosis.  In most cases, reduction in body testosterone levels does not result in bone related side-effects. However, in a few severe cases it can be associated with a significantly increased fracture risk. 

We are carrying out an additional sub- study to examine the effects of these treatments on bone health which will give us additional information about the overall effects of the treatments.  We would like to invite you to participate in this additional sub-study. 

Osteoporosis is a very common condition both in cancer patients and in non-cancer patients. It is now possible to measure the amount of bone in the skeleton by using a bone density scan or DEXA scan. This is like having an X-ray.  The amount of radiation is small – about the same as a normal chest X-ray. It looks at the density of the bones.  The sites to be measured include the spine, the hips and forearm. The whole measurement takes less than 15 minutes. The test does not involve any discomfort or enclosure in a confined space.  This technique can allow us to pick up people at risk of osteoporosis early before any fractures occur. Also by repeating scans in those at high risk of osteoporosis we can assess how quickly bone loss is occurring and offer treatment where appropriate and monitor how well any treatment is working.

We would also like to take and store additional samples of your blood and urine. We can also gain valuable information about bone health through tests on blood and urine samples.  It is perfectly normal for bone to be lost and then reformed but, by measuring markers in the blood and urine, we can gain information on how quickly bone is being lost and new bone is being formed. 

We would like to use these samples to try to identify new and better ‘markers’ for cancer and its complications to improve treatments in the future. These markers (sometimes called ‘biomarkers’) may be derived from proteins and are contained in blood and urine. 

3.1 What will be involved if you agree to take part in this sub-study?

All patients in this sub-study will have bone density measured by DEXA scan at study entry and then repeated 12 and 24 months later.  Blood and urine samples will also be taken at study entry and then repeated at 6 months, 12 and 24 months later.  In order to assess risk factors for osteoporosis, it may be necessary to ask questions about your past medical history in the form of a short questionnaire. This will of course be entirely confidential and used to help with your medical care.
3.2 What can be done already to prevent or limit risk of osteoporosis?

General measures include:

· Healthy diet, which contains adequate amounts of calcium.  The best sources are milk, cheese and yoghurt and food such as tinned sardines.

· Exercise:  Keep physically active, particularly doing weight bearing exercises such as walking regularly.

· Vitamin D is needed for calcium absorption. The major source of vitamin D is sunlight. It is therefore important to spend time out of doors at least 3-4 times a week (while in the summer still taking precautions to prevent over exposure to the sun).  In people unable to go outdoors, some vitamin D can be obtained from the diet.  Occasionally for some house-bound individuals, it may be necessary to supplement vitamin D by injection. 

· Smoking.  Avoid smoking

· Alcohol. Avoid drinking too much alcohol.  The recommended daily limit for men is 3 units. A unit is a single measure of spirits or half a pint of beer or lager or a standard-size glass of wine.

We will also be happy to answer any other questions you may have.

3.3 What happens if it is found that I have osteoporosis?

If you are found to have osteoporosis as a result of your DEXA scan, this will be discussed with you by a member of the medical staff and bone strengthening treatment will be discussed.

4.  General principles of use of collected material:

All samples are entirely voluntary and you are free to withhold permission for any or all without it effecting in any way your participation in the STAMPEDE Study or your relationship with your doctor.  This part of the research is unlikely to benefit you, but may help to improve treatments and be of benefit to cancer sufferers in the future.
All such work is anonymous as far as possible.  Your samples will be coded by a number and your name will not be used.  It is not intended to link the results of any genetic analysis back to you or your relatives.  Neither you nor your relatives will be identified or contacted in connection with this research.  Your personal information will be stored confidentially and will only be accessible to staff who have a duty of confidentiality to you as the donor of the sample, in accordance with the Data Protection Act.

The Medical Research Council (MRC), who organise the study, will specify the arrangements for access to and control of the use of the samples. Access to the samples by the commercial sector or other academic researchers is not excluded, but no one commercial company will be given exclusive rights of access.  This samples should be considered as a gift and donors would not be entitled to share in (the unlikely event of) any financial profits from this research. 

All research projects involving the stored samples will be approved by an independent ethics committee. If we find anything important during our research on prostate cancer, it will be published in a well-recognised scientific journal so it will be available to the whole medical and scientific community. Your personal details will not be identified in any way in any publication.

5. For more information, please contact …



<Please insert Principal Investigators Names and Address>
